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DETAILED ACTION 

Applicants' arguments, filed March 24, 2009, have been fully considered but they 
are not deemed to be fully persuasive. The following rejections and/or objections 
constitute the complete set presently being applied to the instant application. 

Election/Restrictions 

1 . Applicant submits that claims 4-8 should be afforded examination as these 
claims further define and limit the elected species of claim 1 . If an election of a species 
such as alendronate sodium trihydrate had been made, these claims would not have 
been withdrawn. Applicant, however, in the response filed on July 25, 2008, elected the 
active ingredient of alendronic acid. This compound does not read on claims 4-8, 
these claims were properly withdrawn from consideration. 

Claim Rejections - 35 USC §112- 1 st Paragraph 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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3. Claims 1 - 3 and 1 1 - 35 were rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. Due to the amendments to 
the claims, this rejection is withdrawn. 



Claim Rejections - 35 USC §112- 2 nd Paragraph 



4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 34 and 35 were rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. This rejection is MAINTAINED for the reasons 
of record set forth in the Office Action mailed September 24, 2009 and those set forth 
below. 

Applicant traverses this rejection on the grounds that 21 ,066 issued patents 
recite the phrase "substantially free" in the claims and 81 1 patents reciting the phrase 
"intimately mixing". Thus, the rejection should be withdrawn. 

This argument is not persuasive. Each case is examined individually on the 
merits of that particular case. These terms or phrases can be present in the claims if a 
definition of these terms is present, for example, by stating what level of contamination 
or purity would meet the limitations 'substantially free". As Applicants have not defined 
these terms, this rejection is maintained. 
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Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1 - 3, 1 1 - 22, 25 - 32, 34 and 53 are rejected under 35 U.S.C. 1 02(b) as 
being anticipated by WO 02/03963 (Jasprova). This rejection is MAINTAINED for the 
reasons of record set forth in the Office Action mailed September 24, 2008 and those 
set forth below. 

Applicant traverse this rejection on the grounds that Jasprova fails to disclose an 
intragranular phase as the method of Jasprova does not teach a granulation step, is 
free of granulation or pre-granulation components. Also, the formulation of Jasprova 
usually includes a dry binder, not the aqueous binder of the instant claims. As all of the 
claimed elements are not recited, the instant claims cannot be anticipated. 

These arguments are not persuasive. The instant claims are product claims and 
are not directed towards a method of making the claimed composition. The 
compositions disclosed by Jasprova disclose the same physical constituents in the 
same "phase" of the composition, although they are produced by a different process. As 
detailed in the instant specification, the binder is applied as an aqueous solution to 
granulate the product, and the water is then removed by a drying (p 10 of the instant 
specification). The dry binder of Jasprova and the aqueous binder of the instant claims 
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are the same chemical compounds, they are just introduced into the composition in a 
dry or moistened state, but the final product in both cases in a solid oral formulation. In 
order for process steps to patentably distinguish a product claim over the cited prior art, 
the product made by the two processed must shown to be different or nonobvious over 
each other. Such evidence has not been submitted so this rejection is maintained. 



Claim Rejections - 35 USC § 103 



8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 



were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

11. Claims 1 -3, 11 - 34 and 53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 02/03963 (Jasprova) in view of Flash-Ner-Barak et al. (WO 
02/00204). This rejection is MAINTAINED for the reasons of record set forth in the 
Office Action mailed September 24, 2008 and those set forth below. 

Applicant traverses this rejection on the grounds that neither reference contains 
an aqueous binder. Flash-Ner-Barak et al. teaches the use of superdisintegrants that 
swell upon contact with water and one of ordinary skill in the art would readily 
understand that the superdisintegrant would absorb the water of the aqueous binder, 
resulting in swelling of the tablet during manufacture, so the final product would fail to 
provide upon ingestion a "tablet that is retained in the stomach for an extended period of 
time by swelling to a size that prevents passage through the pylorus upon contact with 
gastric juices." As Flash-Ner-Barak et al. cannot teach an aqueous binder, it cannot 
remedy the shortcomings of Jasprova. 

These arguments are not persuasive. As discussed in greater detail above, the 
limitations of "aqueous binder" is met by Jasprova. Applicant argues that the application 
of water to a solution containing a superdisintegrant such as sodium starch glycolate 
and the subsequent absorption of water by this ingredient would result in swelling of the 
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tablet during manufacture. The Examiner notes that in the tablet formulations described 
in the instant specification, Applicant successfully applies an aqueous solution to 
granules containing the superdisintegrant sodium starch glycolate, that after drying, are 
compressed into tablets (p 1 1 - p 12). Therefore, the Examiner requires a more detailed 
explanation of how the products produced by the process described in the instant 
specification and the process used by the cited prior art result in patentable distinct 
products. The instant claims and the primary reference do not require a tablet dosage 
form retained in the stomach. 

12. Claims 1 -3, 11 -34 and 53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jasprova and Flash-Ner-Barak et al. further in view of Katdare et al. 
(WO 95/29679). This rejection is MAINTAINED for the reasons of record set forth in the 
Office Action mailed September 24, 2008 and those set forth below. 

Applicant traverses this rejection on the grounds that Katdare et al. does not 
contain an aqueous binder as it disclose that binder is not necessary in a bisphosphonic 
acid composition. 

These arguments are not persuasive. As discussed in greater detail above, the 
disclosure of Jasprova and Flash-Ner-Barak et al. meet the limitation regarding an 
aqueous binder in the composition and thus Katdare et al. is not required to teach an 
aqueous binder. 
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Conclusion 

1 3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

14. This application contains claims 4-10 drawn to an invention nonelected with 
traverse in the reply filed on July 25, 2008. A complete reply to the final rejection must 
include cancellation of nonelected claims or other appropriate action (37 CFR 1 .144) 
See MPEP §821.01. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8:00 a.m. - 4 p.m. ET. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
NMW 



